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FOOD & DRUG ~#DMINISTRATION

200 C Street, S.W.

Washington, I . 20204

Ref.: Woman’s Choice Dietary Supplement
Dear Sir and/or Madam:

Pursuant to 21 CFR 101.93, please be advised that Herbalife International of America, Inc. is
commercializing Woman’s Choice dietary supplement in the United States. This letter is intended
to replace our August 4, 1998 notification letter to the FDA advising the agency of statements
heing made for the Woman’s Choice product. [t contains a revision of certain statements made in
our August 4 notification letter, and reflects the Company’s response to the FDA’s comments on
those statements, as set forth by the agency in its August 18, 1998 “courtesy” letter to us.

With all due resract, Herbalife disagrees with the view expressed in the agency’s Avyust 18
letter, which churacterized the naturally-occurring process of menopause as a “diseas~’. We
respectfully request that the agency share with us the scientific basis supporting such an opiaion,
an opinion ‘vhich we believe runs directly counter to the prevalent view of medical expert —
which is that menopause is a natural condition which occurs as w-men age. Despite onr
disagreement with the agency’s views on this subject, Herbalife has nonetheless revised the
language that it will use to promote Woman’s Choice in our product literature.

Woman’s Choice dietary supplement is labeled and promoted with statements provided for in
section 403(r)(6) of the Federal Food, Drug, and Cosmetic Act.

LABEL

Suggested Serving: One or two tablets per day.

Woman’s Cloice contains a special blend of isoflavones from Red Clover, Soy and
Kudzu plu- Black Cohosh which helps promote hormone balance in women.

PRODUCT LITERATURE

As ~omen approach age 35 and beyond, they experience a var.ety of indications, so1.w of
which are related to declining estrogen levels. This norma. occurrence often caues
discomfort, including sleep disturbance. Many studies suggest trot isoflavones may help
women meet nutritional needs during time of life. Isoflavones have a chemical structure
similar to the body's natural estrogen, which may account for these etfects. Additionally,
isoflavones help maintain a healthy cholesterol level and preliminary studies show that
soy isoflavones may increase bone mass. Woman’s Choice is rich in ratural sources of
isoflavones, including Black Cohosh, Red Clover Extract and Kudzu Root. It also
contains antioxidants that assist the body’s defense against the effects of free radicals.
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» Contains a special blend of isoflavones from Red Clover, Scy and Kudzu, along with
antioxidant-rich Black Cohosh, that immay promote hormone balance.

Product labeling prominently bears the required boxed statement, “These statements have not
been evaluated by the Food and Drug Administration. This product is not intended to diagnose,
treat, cure or prevent any disease.”

Herbalife International of America, Inc. certifies that the information contained in this notice is
complete and accurate, and that the Company has substantiation that the foregoing statements are
truthful and not misleading.

Finally, we look forward to receiving at your earliest convenience the information requested
above that supports the agency’s view, stated in the August 18 letter, that menopause is soimehow
a disease rather than a naturally-occurring process.

Please do not hesitate to advise should you have any questions.

Sincerely,

, //Z (’.i?é%é%ﬁ

File: Woman's Choice Dietary Supplement



[ Suggested Serving: Ine or two tablets per day

-~ Woman's Choice contains o speciol blend of
isoflavones fom Red Clover. Soy end Kudzu
plus Block Cohosh which hefos promote
hormone halance in women.

These statemerts hove not been evaluoted
by the Food ord Drug Adminishetion. This
product 15 not irtzndec to diogaose, reat,
wre, of prevent ony disacse.

Hesbalife products are availoble only theough
Herbalite Indeper dent Distributors
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Woman’s

#. o Choice

Dietary Supplement
for Women

30 TABLETS

EACH TABLET PROVIDES:

RED CLOVER EXTRACT (1%)..... .. ........ S0 M&
SOY ISOFLAVONES EXTRACT (40%)....... 30 MG
KUDZU EXTRACT (40%) ... ... 30 MG
BLACK COHOSH EXTRACT (8%} . 10 M6

BIO-ABSORPTION COMPLEXS . ... 23 M6
LECITHIN, - ASCORBYL  PALMITATE,  PLANT
CELLULOSE ENZYME, CINNAMON POWDER AND
BIOPERINE™ {BLACK PEPPER EXTRACT).

30-duy money back guarantee

FORMULATED EXCLUSIVELY FOR,
HERBALIFE INTERNATIONAL QF AMERICA, INC
LOS ANGELES, (4 90080-0210, U.SA.

MADE IN USA
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Woman's Cholce
Dictacy supplement for women.

As women appreach age 35 and beyond. they experience a variety of
indications, some of which are related to dedlining estrogea levels. This
normal occurrence ofien causes discomfort, including sleep
disturbance. Many studies suggest that isoflavones may help women
mcet nutritional needs during this time of lifc. Isoflavones have a
chemical sorucnure similar to the body's natural estrogen, which may
account for these effects. Addidonally, isoflavones help maintain a
heslthy cholesterol leve] and preliminary srudies show that soy
isoflavanes may increase bone mass. Woman's Choice is rich in natural
sources of isollavones, including Black Cohosh. Red Clover extract
and Kudzu Root. It also contains antioxddants that assist the body's
delense aguiast the effects of free radicals.

o Contains a special blend of soflavones frum Red Clover. Soy and
Kudzy, along with antiexddant-rich Black Cohosh. that may premote
hormone balance.

#3013 (case of 12)

0166 (HAP orunin)  $22.90

Tang Kuei Plus”

Superior nutritional weie especially foc waoinen

Tang Kuci hus been used for conturies in Chinw as a general
aurritional toaic, particulary bencficial tor women. The roor of The
plant is preferred becausc it s a rich source of B vicamins. Calcium,
lron, Magnesium and esseatial oils. In the Chinesc sysecm. Tang
Kuci is considered a “seperior herb” that can be taken an a daily
basis and is often added to soups and broths 10 increase the
nutritional valuc of these dishes.

= Specially formulated 1o normalize the challenges associated with «
woman's menastrual cycle.

* Includes the additional benefit of Chamamile. This mulupurpase
plant wes used by the Ancient Greeks and was cansidered a cacred
herb by the carly Anglo-Saxons.

* Includes Calcium and Magnesium, as well az Viamin A

41014 (Coso ef 12)

#0003 (HAP orunlty  §12.50
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